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1. Submitter Information

Name: Del Mar Reynolds Medical Inc.

Address:

Del Mar Reynolds Inc.
13 Whatney
Irvine, CA 92618

Telephone Number: 949-699-3300
Fax Number: 949-699-3380

Contact Person:
Dr. George Myers (Official Correspondent)
Medsys Inc.
377 Route 17 S
Hasbrouck Heights, NJ 07604
Telephone 201-727-1703
Fax 201-727-1708

Date Prepared: September 7, 2004

2. Name of Device

Trade Name: Lifescreen Apnea
Common Name: Apnea Examination System
Classification name: Ventilatory Effort Recorder

3. Equivalent legally-marketed devices.

Silent Night V, K000253, manufactured by Sleep Solutions

4. Description

Lifescreen Apnea is a software option for the LifeScreen ECU Hotter scanning software. The Lifescreen Apnea
n)ption is a software addition only -no hardware changes are involved.
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operation, electrocardiogram (ECG) data is collected by a standard Del Mar Reynolds Holter system and is

[hen analyzed by its Holter scanning system with the Lifescreen Apnea option added. By recognizing episodes

of Sleep Disordered Breathing (SDB), the program indicates the probability that apneic events have occurred
and estimates the Apnea-Hypopnea (AHI) Index. To detect SDB, the algorithm derives both RR Interval and
ECG-Derived Respiratory (EDR) information from the ECG.

5. Intended Use

"Lifescreen Apnea is indicated for screening adults for the probability that they suffer from obstructive sleep

apnea, mixed apnea or hypopnea, in order to evaluate the necessity for a polysomonographic examination.
The ECG recording may be obtained at any location specified by a physician including home, hospital or clinic.

Subjects screened for sleep apnea should have periods of sleep of at least 4 hours duration during which the
ECG is predominantly sinus rhythm in nature."

6. Performance Data

(a) Non-clinical tests

4. Tests with input data from data bases
5. Validation tests
6. Tests to check the operation of the algorithms

'¼) Clinical tests

Lifescreen Apnea has been extensively tested in a clinical trial. The diagnostic criteria have also been

established with a separate training group. Diagnostic criteria were established using a separate training
group.

The results of the tests were:

Per-minute statistics

Expert
N P

Algorithm n 9449 845
p 1012 5669

mean 95% C.I.
Accuracy 89.1 88.58-89.52
Sensitivity 87.0 86.19-87.82
Specificity 90.3 89.74-90.88

Positive predictivity 84.9

Where:
N or n = negative (non-SDB) upper case: expert classification
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P or p = positive (SDB detected) lower case: algorithm classification

Accuracy [(Nn + Pp) / Total] * 100 %
Sensitivity [Pp / (Pn + Pp)] * 100 %
Specificity [Nn / (Nn + Np)] * 100 %
Positive Predictivity [Pp / (Pp + Np)] * 100 %

(c) Conclusions

Lifescreen Apnea is equivalent in safety and efficacy to the legally marketed predicate devices.




